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DETAILED ACTION 
Response to Amendment 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1 1/08/2006 has been entered. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 31-32, 46-47, 53, and 61 are rejected under 35 U.S.C. 102(a) or (e) as 
being anticipated by Brown, III et al. (6,219,577). Brown discloses an iontophoresis, 
electroporation and combination catheter for local drug delivery to arteries and other 
body tissues, comprising, a catheter (10) having distal end (14), a proximal end (12), 



Application/Control Number: 09/997,855 Page 3 

Art Unit: 3763 

and an iontophoretic transport means (24), the catheter having one lumen (see Figure 
3) or more lumens (see Figure 4); a cylindrically shaped expansion member (20) coated 
or impregnated with a drug or other therapeutic agent positioned on the distal end of the 
catheter, an inner flow passage (78) positioned between the catheter and cylindrically 
shaped expansion member, wherein the inner flow passage can allow fluid to flow 
through the expansion member, the cylindrically shaped expansion member having a 
first contracted diameter (see Figure 1) and a second expanded diameter (see Figure 
2), the second expanded diameter being larger than the first contracted diameter; see 
Column 8, lines 13-27, Column 9, lines 1-26; Column 1 O, lines 13-17 and lines 35-68; 
Column 11, lines 22-63; Column 14, lines 17-68; and Column 15, lines 1-22 and lines 
62-63. 

Claims 31 and 46 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Feiring (5,236,413). Feiring discloses a mechanical dilation and medicament delivery 
device comprising a catheter (10) having a proximal and distal end and an iontophoretic 
means (36), the catheter have one or more lumens, a cylindrically shaped extension 
member (14) positioned on the distal end of the catheter adapted to dilate an 
obstruction, the expansion member having a first contracted diameter and a second 
expanded diameter, the second diameter being larger than the first diameter, an inner 
flow passage (24) positioned between the catheter and the member, and the device 
being adapted to dilate the vessel, expose an obstruction to a medicament, while the 
inner flow passage allows fluid to flow through the expansion member. 
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Claims 35-38, 64-68, and 85-83 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sahatjian (5,304,121). Sahatjian discloses a method for dilating and 
delivering a medicament to an obstruction in a body passageway comprising the steps 
of advancing a mechanical dilatation catheter (3) to a predetermined site within a body 
passageway, said catheter having a cylindrically shaped expansion member (4) having 
at least portions of a proximal end, a middle portion, and a distal end coated with a 
medicament and an iontophoretic transport means (43), said cylindrically shaped 
expansion member being moveable between a first contracted configuration wherein 
said member is defined by a first dimension extending in a radial direction, and a 
second expanded configuration wherein said expansion member is defined by a second 
dimension extending in said radial direction, applying a force on said cylindrically 
shaped expansion member in an axial direction to move said expansion member 
between said first contracted configuration to said second expanded configuration 
wherein said obstruction is dilated, and operating said iontophoretic means to deliver 
said medicament into said obstruction or body passageway, which further comprises the 
step of positioning a guidewire in the body passageway, and wherein said advancing 
step is accomplished by threading said catheter over said guidewire, and further 
comprising the steps of varying the electric current. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 45 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brown, 
1 1 1 et al. (US 6,219,577 B1) in view of Dubrul et al. (US 6,450,989 A). 

Brown, 1 11 et al. discloses the invention as claimed with the exception of the 
cylindrically shaped expansion member comprising a first plurality of flexible elongate 
elements helically wound in a first direction or rotation and a second plurality of flexible 
elongate elements helically wound in a second direction of rotation to form a braid. 

Dubrul et al. discloses a dilating and support apparatus comprising a dilation 
mechanism (9), as depicted in Figures 4-A and 4-B, made of an open, mesh metal 
braid, which allows for perfusion therethrough and is formed by a "Maypole" dance of 
filament carriers to create a zigzag pattern, wherein one filament moves helically 
clockwise and the other moves helically counter-clockwise, see Column 13, line 35 
through Column 14, line 28; Column 17, lines 30-31; and Column 21, line 4 through 
Column 22, line 55. 
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It would have been obvious to one having ordinary skill in the art to have 
modified Brown, 111 et al.'s cyiindrically shaped expansion member with an open, mesh 
braid as taught by Dubrul et al. so as to increase the amount of surface area of the 
device in contact with the vessel wall thereby enabling more controlled and accurate 
delivery of medicament to affected wall tissue. 

Claims 48 and 49 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brown, 111 etal. (US 6,219,577 B1) in view of Segal (US 5,527,282 A). Brown, 
1 1 1 et al. discloses the invention as claimed with the exception an anticoagulant, such 
as heparin or the like. Segal discloses a vascular dilatation device for localized delivery 
of heparin, TPA, hirudin, or various anti-thrombin agents, see Column 10, lines 55-61. It 
would have been obvious to one having ordinary skill in the art to have modified Brown, 
1 1 1 et al.'s catheter for local drug delivery with heparin delivery as taught by Segal, so 
as to prevent clotting of the blood adjacent the dilation device. 

Claims 50-52, 54-58, 62. and 63 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brown, 1 1 1 et al. (US 6,2 1 9,577 B 1 ) in view of Lennox (US 
6,280,41 1 B1), Palasis et al. (US 6,369,039 B1), or Naimark et al. (US 6,638,246 B1). 

Brown, 1 1 1 et al. discloses the invention as claimed with the exception of 
Applicant's claimed medicament groups as outlined in Applicant's Claims 50-52, 54-58, 
62 and 63. 

Lennox (Column 4, line 22 through Column 5, line 35), Palasis et al. (Column 4, 
line 64 through Column 6, line 22), and Naimark et al. (Column 8, line 50 through 
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Column 10, line 23), all individually, discloses a device for localized delivery of drug 
agents comprising an expansion member (210, 120, 

10/20N208/30/40N408/50/60/80A/80B, respectively) coated with a medicament 
comprising a promoter of vascular cell growth, a transcriptional activator, an inhibitor of 
vascular cell growth, a growth factor receptor antagonist, a cholesterol-lowering agents, 
a vasodilating agent, an agent that interferes with endogenous vasoactive mechanisms, 
estrogen, a smooth muscle inhibitor, a compound that inhibits cellular proliferation, and 
paciitaxel. 

It would have been obvious to one having ordinary skill in the art to have 
modified Brown, 1 1 1 et al.'s cylindrically shaped expansion member with a variety of 
drugs as taught by Lennox, Palasis et al. or Naimark et al., so as to enable treatment of 
a variety of conditions including localized disease and/or vessel occlusion. 

Claims 59, 60, 80 and 81 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brown, 111 etal. (US 6,2 19,577 B1) in view of Hanson etal. (US 
5,985,307A). Brown, 1 1 1 et al. discloses the invention as claimed with the exception of 
Applicant's claimed medicament groups as outlined in Applicant's Claims 59, 60, 80 and 
81. 

Hanson et al. (Column 18, line 50 through Column 19, line 339 and Column 26, 
line 62 through Column 27, line 3) discloses a device for localized delivery of drug 
agents comprising an expansion member (50) containing a medicament comprising an 
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agent that modulates intracellular calcium binding proteins, and a receptor blocker for 
contractile agonists. 

It would have been obvious to one having ordinary skill in the art to have 
modified Brown, 1 1 1 et al.'s cylindrically shaped expansion member with a variety of 
drugs as taught by Hanson et al., so as to enable treatment of a variety of conditions 
including localized disease and/of vessel occlusion. 

Allowable Subject Matter 

Claim 39 is allowed. 

Response to Arguments 

Applicant's arguments filed 1 1/08/2006 have been fully considered but they are 
not persuasive. In response to the Applicant's argument that Brown '577 does not 
disclose an inner flow passage to allow blood or other bodily fluids to flow through the 
expandable member, the Examiner respectfully disagrees. The lumen (78) would allow 
fluid to flow through the expansion member if fluid was directed into lumen (78). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Theodore J. Stigell whose telephone number is 571- 

272- 8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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